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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1 . 1 1 4 was filed in this 
application after appeal to the Board of Patent Appeals and Interferences, but prior to a 
decision on the appeal. Pursuant to applicant's Request for Continued Examination, 
the Board of Patent Appeals and Interferences has dismissed the appeal. 

Since this application is eligible for continued examination under 37 CFR 1.114 
and the fee set forth in 37 CFR 1 .17(e) has been timely paid, the appeal has been 
withdrawn pursuant to 37 CFR 1.114 and prosecution in this application has been 
reopened pursuant to 37 CFR 1.114. Applicant's submission filed on 12/25/2005 has 
been entered. 

Status of claims 

2. Claims 1-22 are canceled. Claims 23-27 are pending. 

3. The instant claims are directed to the same subject matter as was addressed in 
the course of prosecution, polynucleotides related to polynucleotide SEQ ID No. 2. 

Claim Rejections - 35 USC § 112, second paragraph. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 



Claims 23-27 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
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applicant regards as the invention. The claims are directed to nucleic acid sequence 
"capable of reducing expression level". It is not identified expression level of what said 
nucleic acids are capable to reduce. 

Claim Rejections - 35 U.S.C. § 101/ 112-1 

The following is a quotation of the 35 U.S.C. § 101: 

'Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent 
therefore, subject to the conditions and requirements of this title". 

The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

4. Claims 23-27 are rejected under 35 U.S.C. § 101 because the claimed invention 
lacks patentable utility due to its not being supported by either specific and/or 
substantial utility or a well established utility. The claimed subject matter is not 
supported by a specific, substantial, and credible utility because the disclosed uses are 
generally applicable to broad classes of this subject matter. In addition, further 
characterization of the claimed subject matter would be required to identify or 
reasonably confirm a "real world" use. The examiner does not find an adequate nexus 
between the evidence of record and the asserted properties of the claimed subject 
matter. 
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The invention as claimed is drawn to nucleic acids having from 95% to 100% 
identity to sequence SEQ ID No.2. Nucleic acid of SEQ ID No. 2 itself is not supported 
by a specific asserted utility, first, because the use claimed, "capable of reducing 
expression level" is neither specific nor substantial because it is not identified 
expression level of what the said nucleic acids are capable to reduce. Further, the uses 
disclosed in general for all nucleic acids (SEQ ID Nos. 1 to 304701) are not specific and 
are generally applicable to any nucleic acid. The specification states that the nucleic 
acid compounds may be useful as probes for assisting in the isolation of full-length 
cDNAs or genes which would be used to make protein and optionally further usage to 
make the corresponding antibodies, plants, gene mapping, isolation of homologous 
sequences, detection of gene expression, and for numerous other generic genetic 
engineering usages. These are non-specific uses that are applicable to nucleic acids in 
general and not particular or specific to the nucleic acid of SEQ ID No. 2 being claimed. 
Further, the claimed nucleic acid compounds are not supported by a substantial utility 
because no substantial utility has been established for the claimed subject matter. For 
example, a nucleic acid may be utilized to obtain a protein. The protein could then be 
used in conducting research to functionally characterize the protein. The need for such 
research clearly indicates that the protein and/or its function is not disclosed as to a 
currently available or substantial utility. A starting material that can only be used to 
produce a final product does not have substantial asserted utility in those instances 
where the final product is not supported by a specific and substantial utility. In this case 
none of the proteins that are to be produced as final products resulting from processes 
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involving claimed nucleic acid have asserted or identified specific and substantial 
utilities. The research contemplated by applicants to characterize potential protein 
products, especially their biological activities, does not constitute a specific and 
substantial utility. Identifying and studying the properties of a protein itself or the 
mechanisms in which the protein is involved does not define a "real world" context or 
use. Similarly, the other listed and asserted utilities are neither substantial nor specific 
due to being generic in nature and applicable to a myriad of such compounds. Note, 
because the claimed invention is not supported by a specific and substantial asserted 
utility for the reasons set forth above, credibility has not been assessed. Neither the 
specification as filed nor any art of record discloses or suggests any property or activity 
for the nucleic acid compounds such that another non-asserted utility would be well 
established for the compounds. 

The instant situation is analogous to that which was addressed in Brenner v. 
Manson, 148 USPQ 689 (1966), wherein the court expressed the opinion that all 
chemical compounds are "useful" to the chemical arts when this term is given its 
broadest interpretation. However, the court held that this broad interpretation was not 
the intended definition of "useful" as it appears in 35 U.S.C. 101, which requires that an 
invention must have either an immediately apparent or fully disclosed "real world" 
utility (emphasis added). 

The U.S. Court of Appeals for the Federal Circuit recently addressed the utility 
requirement in the context of a claim to DNA. See In re Fisher 421 F.3d 1356, 76 
USPQ2d 1225 (Fed. Cir. 2005). The Fisher court interpreted the above-discussed 
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Brenner v. Manson , 383 U.S. 519, 148 USPQ 689 (1966), as rejecting a "de minimis 
view of utility." 421 F.3d at 1370, 76 USPQ2d at 1229. The Fisher court held that 101 
requires a utility that is both substantial and specific. \± At 1371 , 76 USPQ2d at 1229. 
The court held that disclosing a substantial utility means "show[ing] that an invention is 
useful to the public as disclosed in its current form, not that it may be useful at some 
further date after further research . Simply put, to satisfy the 'substantial 1 utility 
requirement, an asserted use must show that claimed invention has a significant and 
presently available benefit to the public." Id^ 76 USPQ2d at 1230. 

The Fisher court held that none of the uses asserted by the applicant in that case 
were either substantial or specific. The uses were not substantial because "all of 
Fisher's asserted uses represent merely hypothetical possibilities, objectives which the 
claimed ESTs, or any EST for that matter , could possibly achieve, but none for which 
they have been used in the real world." Id. At 1373, 76 USPQ2d at 1231. 

Accordingly, the claimed subject matter fails to satisfy the utility as required 
under 35 U.S.C. 101 for the above reasons. 



5. Claim 23-27 are also rejected under 35 U.S.C. § 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility for the reasons set forth above, 
one skilled in the art would not know how to use the claimed invention. In addition, the 
claims address nucleic acids as "capable of reducing expression level", without 
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identifying expression level of what said nucleic acids are capable to reduce. Thus, an 
artisan would not know how to make or use said invention. 



Claim Rejections - 35 USC § 112, first paragraph. 

6. Claims 23-27 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. 

The specification discloses nucleic acids of SEQ ID No.2. Claims limited to 
nucleic acid of SEQ ID No.2 would meet the written description and enablement 
provisions of 35 U.S.C. §112, first paragraph. However, the claims are directed to 
nucleic acids comprising said SEQ ID No. 2 and thus encompass products such as full- 
length DNAs and genes. None of these sequences are described in the instant 
specification at the structural level. The specification provides insufficient specification 
for the genus encompassed by the claim. 

Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 1111, makes clear that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed" (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116.) 
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With the exception of nucleic acids consisting of sequences of identified SEQ ID 
No. 2, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed polynucleotides and/or proteins, regardless of the complexity or simplicity 
of the method of isolation. Adequate written description requires more than a mere 
statement that it is part of the invention and reference to a potential method for isolating 
it. The nucleic acid itself is required. 

Therefore, only nucleic acids consisting sequence of identified SEQ ID No. 2, but 
not the full breadth of the claim meet the written description provision of 35 USC 112, 
first paragraph. The species specifically disclosed are not representative of the genus 
because the genus is highly variant. 

7. Claims 23-26 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventors, at the time the 
application was filed, had possession of the claimed invention. 

The claims are drawn to polynucleotides having at least 95% degree of identity 
with SEQ ID NO: 2. Polynucleotide SEQ ID No. 2 itself meets the written description 
and enablement provisions of 35 USC 112, first paragraph. However, claims 23-26 
drawn to nucleotide sequences having from 95% to 100 % identity to SEQ ID 2, do not 
have sufficient description in the specification as description of species is insufficient to 
support a highly variable genus. Applicant is advised that absent factual evidence, a 
percentage sequence similarity of less then 100% over the entire length is not deemed 
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to reasonably support to one skilled in the art whether the biochemical activity of newly 
discovered sequence would be the same as that of similar known biomolecule. The 
effects of changes in the structure are largely unpredictable as to which ones have a 
significant effect versus not. Therefore, sequence similarity result in an unpredictable 
and therefore unreliable correspondence between the newly discovered sequence and 
a similar biomolecule of known function or expression. No sequence information 
indicating what is the necessary common attribute for the polynucleotides encompassed 
by the claimed genus to be useful in the detection of cancer are present in the 
specification. With the exception of SEQ ID NO: 2, the skilled artisan cannot envision 
the detailed chemical structure of the encompassed polynucleotides, regardless of the 
complexity or simplicity of the method of isolation. The species specifically disclosed 
are not representative of the genus because the genus is highly variant. Adequate 
written description requires more than a mere statement that it is part of the invention 
and reference to a potential method for isolating it. Describing a method of preparing a 
cDNA or even describing the protein that the cDNA encodes, as the example does, 
does not necessarily describe the cDNA itself. Accordingly, the specification does not 
provide a written description of the invention of claim 47-50. The specification provides 
insufficient written description to support the genus encompassed by the claim. 

Therefore, only SEQ ID NO: 2 but not the full breadth of the claim meets the 
written description provision of 35 USC 112, first paragraph. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Borin whose telephone number is (571) 272- 
0713. The examiner can normally be reached on 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph.D., can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



273-8300. 
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